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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)S Responsive to communication(s) filed on 12/13/2004 . 
2a)n This action is FINAL. 2b)M This action is non-final. 

3) r~j s ! n ce t h is a pp! icati o n is i n co n d i ti o n f o r a I ! owa n ce exce pt f o r f o rni a! iri att e rs , prose cuti o n as to th e m e rits is 

closed in accordance with the practice under Expa/te Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) M Claim(s) 1-38 is/are pending in the application. 

4a) Of the above claim(s) 2,4.5 and 8-26 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) |EI Claim(s) 1. 3. 6. 7. 27-38 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirennent. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)^ accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawlng(s) is objected to. See 37 CFR 1.121(d). 

11) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action orfomri PTO-152. 

Priority under 35 U.S.C. § 119 

12) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1) n Notice of References Cited (PTO-892) 

2) Lj Notice of Draflsperson's Patent Drawing Review (PTO-948) 

3) n Infornnation Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 

Paper No(s)/Mail Date . 



4) EH Interview Summary (PTO-413) 

Paper No(s)/Mail Date. . 

5) CD Notice of Informal Patent Application (PTO-152) 

6) D Other: . 
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DETAILED ACTION 

The receipt is acknowledged of applicants' request under 1.114, request for 
extension of time and IDS, both filed 11/13/2003. 

Claims 1, 3, 6, 7, and 27-38 are included in the prosecution. 

Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or(g) 
prior art under 35 U.S.C. 103(a). 
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3. Claims 1, 6, 7, 27-31, 34, 35, 37 and 38 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over US 5,603,947 ('947) in view of US 5,914,282 ('282). 

Applicants' claims 1 and 27 read as follows: 
A transdermal patch comprising the following layers: 

• An impermeable backing layer, 

• Silicone adhesive layer containing the drug, 

• Acrylic adhesive layer, and 

• Removable release liner. 

US '947 discloses a device for providing nicotine replacement therapy 
transdermally. The device comprises an impermeable backing, matrix layer containing 
nicotine in silicone adhesive, an adhesive layer to affix the device to the skin and a 
release liner (abstract; col. 2, linesi 6-20; col.3, linesi 5- 1 8; col. 5, lines 51 -53; col. 6, 
linesi -8, 40-45). 

However, the US '947 does not teach the adhesive layer as acrylic adhesive as 
in component (c) of claims 1 , 27, 28 and 30, or the components of the acrylic adhesive 
as claimed in claims 7 and 38. The reference does not teach the thickness of the 
adhesive layer as in claim 31 . 

The claimed thickness does not impart patentability to the composition claims, 
absent evidence to the contrary. 

US '282 teaches a pressure sensitive adhesive useful for medical dressings and 
has the advantages of ease of manufacture, excellent safety history profile, high shear 
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strength, low coast and chemical stability (abstract; col.1, lines 7-12; coL3, lines 48-52). 
The adhesive comprises a blend of two components at the ratio of 10:90 to 90:10, and 
the first component comprising iso octyl acrylate and ethylhexyl acrylate (col. 3, lines 35, 
63-64; col.7, lines 17-20). 

Accordingly, it would have been obvious to one having ordinary skill in the art at 
the time of the invention to provide a transdermal patch comprising nicotine in a silicone 
matrix and having an adhesive layer on the skin facing surface as disclosed by US '947, 
and replace the adhesive layer by the acrylic adhesive layer disclosed in US '282, 
motivated by the teaching of US '282 that the disclosed acrylic pressure sensitive 
adhesive has the advantages of ease of manufacture, excellent safety history profile, 
high shear strength, low coast and chemical stability, with reasonable expectation of 
having a drug delivery device comprises nicotine and silicone matrix that is covered by 
acrylic adhesive skin contact layer that is safe and stable for treating drug dependency 
with success. 

4. Claims 3, 32, 33, and 36 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US '947 in view of US '282 as applied to claims 1 , 6, 7, 27-31, 34, 35, 
37 and 38 above, and further in view of US 5,316,759 ('759). 

The teachings of US '947 in view of US '282 are discussed above. 

However, the references in combination do not teach the drug as a combination 
of nicotine and mecamylamine as claimed in claims 3, 32 and 33, or that the amount of 
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the drug is sufficient to provide administration of the drug for a period up to about 72 
hours as claimed in claim 36. 

US 759 is teaching the transdermal drug delivery of nicotine and mecamylamine 
combined in a single dose in the form of a patch, claims 32 and 33, so that the 
administration of the drug and its antagonist together in the same patch will not allow 
the drug user or abuser to separate the desired portion of the composition, i.e. the drug, 
from the antagonist. The patch comprises an impermeable backing; reservoir containing 
silicone polymer matrix and the drugs; and releasable liner. The patch provides a steady 
rate of delivery of 1-4 mg per hour of nicotine and 0.5-1 mg per hour of mecamylamine, 
same amounts claimed in claim 3, See the abstract; col. 3, lines 26-30; coL4, col. 5, lines 
6-9; col.6, lines 50-64; col.8, lines 6-8, 29-32, 43-50, 65-67; col.9, lines 19-41. 

It is expected to the transdermal patch disclosed by US 759 that contains the 
same amounts of the nicotine and mecamylamine as that claimed by applicant in claim 
3 to provide administration of the drug for a period up to about 72 hours as claimed in 
claim 36. 

Accordingly, it would have been obvious to one having ordinary skill in the art at 
the time of the invention to provide a transdermal patch for administering volatile drugs 
comprising backing, silicone adhesive layer containing the drug, acrylic adhesive layer 
and removable release liner as disclosed by US '947 in view of US '282, and replace 
the nicotine by both nicotine and its antagonist mecamylamine in the drug containing 
layer as taught by US '759, motivated by the teaching of US 759 that the administration 
of the drug and its antagonist together in the same patch will not allow the drug user or 
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abuser to separate the desired portion of the composition, i.e. the drug, from the 
antagonist, with reasonable expectation of treating patients suffering from nicotine 
dependency using the delivered patch with success. 

Response to Arguments 

5. Applicant's arguments with respect to claims 1 , 3, 6, 7, 27 have been considered 
but are moot in view of the new ground(s) of rejection. 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Isis Ghali whose telephone number is (571) 272-0595. 
The examiner can normally be reached on Monday through Thursday from 7:00 AM to 
5:30 PM, Eastern Time. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page, can be reached on (703) 308-2927. The fax phone number 
for the organization where this application or proceeding is assigned is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 305- 
1235. 

Isis Ghali 
Examiner 
Art Unit 1615 

-ffv**'!^.^'^ n i- o 




